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FAMILY COMPANIES &

WHOLLY IDWNED

SUBSIDIARIES

Pacific Alaska

Shellfish Company

Washington Crab

Producers

Pacific Coast

Seafoods Company

Pacific Choice

Seafood Company

Pacific Oyster

Company

Pacific Pride

Sea Food Company

Pacific Se,] Food

Company

Pacific Fish & Oyster

Pacific Fresh

Sea Food Company

Pacific Group

Transport Co.

Pacific Marketing

Group

Jake’s Famous

Crawfish & Seafood

DISTRIBUTION CENTERS

Seattle, Wa.

Clackamas, Ore.

Portland, Ore.

Seaside, Ore.

Medford, Ore.

Eureka, Calif.

Sacram(mto, Calif.

PRODUCTION FACILITIES

Kenai, Alaska

Portland, Ore.

Westport, Wa.

Warrenton, Ore.

Bay City, Ore.

Charleston, Ore.

Eureka, Calif.

RECEIVING STATIONS

Kenai, Alaska

Blaine, Wa.

WestpOrt, Wa.

Warrenton, Ore.

Garibaldi, Ore.

Newport, Ore.

Charleston, Ore.

Crescent City, Calif.

Eureka, Calif.

San Francisco, Calif.

BRANDS

Pacific Fresh

Snow Mist

Sea Rock

Sea Haven

PACIFIC OYSTER COMPANY
OYSTER DRIVE ● P.O. BOX 3030 ● BAY CITY, OR 97107

(503) 377-2330 ● FAX (503) 377-4237

8123 ’99 W219 Pl:3b
April 9, 1999

Will iam K. Hubbard
Dockets Management Branch
Food and Drug Administration
5630 Fishers Land, Room 1061
Rockville, MD 20852

RE: Federal register request for information: Performance standard for Vibrio
VuInificus docket number 98P-0504 - Volume 64, Number 13, Page 3300-3301

Dear Mr. Hubbard:

Concerning the information requested by the FDA on the eight points of interest
regarding issues raised by a petition and submitted by Center for Science in the
public interest. By the comments made here, conclusions maybe made by
inference,

1.

2.

3.

4.

5.

6.

7.

8.

The Ameripure Co. technology is not readily employable by the shellfish
industry. If this technology were required, the vast majority of shellfish
business on the West Coast would be forced out of business due to the cost.

There are technologies that we are aware of that kill Vibrio Vulnificus and
V. Parahaemolyticus, while retaining the qualities of a raw oyster. Some
oyster processors are working with research and development people using
high pressure. More research is required for commercial use.

Same as #2.

Presently, there is inadequate science available to determine what
constitutes an appropriate performance level.

Establishing a performance standard for shellfish, which do not pose a
public health threat, serves no public health purpose.

At the present time there is no way to determine what the costs would be for
setting a performance standard, although probably any such standard would
be borne by the shellfish industry, just as it would be if there was only a
single patented process available to meet such a standard.

Ameripure would be the beneficiary of requiring performance standards.

Until the science exists to determine what constitutes an infectious Dose for.. . . .
V. Parahaemolyticus, the interim control plan should be employed as the
chief management tool while the industry and health regulators continue to
free-tune management strategies.

Public health policies should not be developed by a federal agency based upon
the demands of a single special interest group (i.e. CSPI). Rather, public health
policy should be developed using the best available science within the
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WHOLLY OWNED

SUBSIDIARIES

Pacific Alaska

Shellfish Company

Washington Crab

Producers

Pacific Coast

Seafoods Company

Pacific Choice

Seafood Company

Pacific Oyster

Company

Pacific Pride

Sea Food Company

Pacific Se~ Food

Company

Pacific Fish & Oyster

Pacific Fresh

Sea Food Company

Pacific Group

Transport Co.

Pacific M,]rketi ng

Group

Jake’s Famous

Crawfish & Seafood

DISTRIBUTION CENTERS

Seattle, Wa.

Clackamas, Ore.

Portland, Ore.

Seaside, Ore.

Medforcf, Ore.

Eureka, Calif.

Sacramento, Calif.

PRODUCTION FACILITIES

Kenai, Alaska

Portland, Ore.

Westport, Wa.

Warrenton, Ore.

Bay City, Ore.

Charleston, Ore.

Eureka, Calif.

RECEIVING STATIONS

Kenai, Alaska

Blaine, Wa,

Westport, Wa.

Warrenton, Ore.

Garibaldi, Ore.

Newport, Ore.

Charleston, Ore.

Crescent City, Calif.

Eureka, Calif.

San Francisco, Calif.

BRANDS

Pacific Fresh

Snow Mist

Sea Rock

Sea Haven
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April 9, 1999

William K. Hubbard
Dockets Management Branch
Food and Drug Administration
5630 Fishers Land, Room 1061
Rockville, MD 20852

RE: Federal register request for information: Performance standard for Vibrio
Vulnificus docket number 98P-0504 -- Volume 64, Number 13, Page 3300-3301

Dear Mr. Hubbard:

Concerning the information requested by the FDA on the eight points of interest
regarding issues raised by a petition and submitted by Center for Science in the
public interest. By the comments made here, conclusions maybe made by
inference.

1.

2.

3.

4.

5.

6.

7.

8.

The Ameripure Co. technology is not readily employable by the shellfish
industry. If this technology were required, the vast majority of shellfish
business on the West Coast would be forced out of business due to the cost.

There are technologies that we are aware of that kill Vibrio Vulnificus and
V. Parahaemolyticus, while retaining the qualities of a raw oyster. Some
oyster processors are working with research and development people using
high pressure. More research is required for commercial use.

Same as #2.

Presently, there is inadequate science available to determine what
constitutes an appropriate performance level.

Establishing a performance standard for shellfish, which do not pose a
public health threat, serves no public health purpose.

At the present time there is no way to determine what the costs would be for
setting a performance standard, although probably any such standard would
be borne by the shellfish industry, just as it would be if there was only a
single patented process available to meet such a standard.

Ameripure would be the beneficiary of requiring performance standards.

Until the science exists to determine what constitutes an infectious pose for
V. Parahaemolyticus, the interim control plan should be employed as the
chief management tool while the industry and health regulators continue to
fine-tune management strategies.

Public health policies should not be developed by a federal agency based upon
the demands of a single special interest group (i.e. CSPI). Rather, public health
policy should be developed using the best available science within the
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framework at a collaborative forum. Policy and regulations developed in this
manor best assure industry compliance, which, in turn, best assures public
health. This is the purpose of the Interstate Shellfish Sanitation Conference,
which is the appropriate mechanism for dealing with the issues brought forward
by CSPL

In 1998, regulators and the shellfish industry came together effectively at the
ISSC to develop an interim control plan for Parahaemolyticus that set far stricter
control measures for the industry than was currently required. The control plan
appears to have been effective on the West Coast. Illnesses associated with V.
Parahaemolyticus virtually ceased when the industry voluntarily halted sales of
oysters for raw consumption, as called for in the plan.

The control plan calls not only for stricter criteria on the part of the industry, and
it also calls for data collection and further research so that a sound scientific
basis can be developed for formulating a policy. It should be incumbent on
FDA to promote and develop this research, rather than eliminating consumer
choice.

In the federal register request for information, the question is asked, “Do data
exist that would permit the setting of a performance standard,” and the answer is
no. The science for setting such standards does not currently exist. Not enough
is known about strains of V. Parabaernolyticus, nor what constitutes an
infectious dose.

We urge the FDA to refer this matter over to the ISSC for continued deliberation
and at the same time, provide the fbnding and research necessary to develop
appropriate criteria for crafting public health policy.

Mike Gardner
General Manager
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